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Art Unit: 3763 

DETAILED ACTION 

Claim Rejections - 35 USC § 112 

1 . The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

2. Claims 32, 34, and 35 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

3. Claims 32, 34 and 35 are indefinite because "the needle has a U-shape when 
viewed from the distal end" which causes the claim to be ambiguous because there are 
several ways to view the needle from the distal end. The needle can be view from the 
side portion at the distal end or from the distal end looking through the needle. 
Therefore the claim is unclear as to how to view the needle. 

Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

Claims 34, are rejected under 35 U.S.C. 102(b) as being anticipated by Ayres (USPN 3, 
906, 932). 

Ayres discloses a needle (40) comprising a shaft (10a) having a distal end defining a 
distal opening and having a longitudinal axis extending through the distal opening, the distal 
opening having a projected area that is smaller than a cross-sectional area of a section of the 
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shaft proximal to the distal end of the shaft, wherein the distal most end is a curvilinear distal tip, 
wherein the distal end comprises opposing first (16) and second surfaces (18a) and the first 
surface is indented or tapered towards the second surface; wherein the distal end comprises 
opposing first and second extensions, which are angled towards each other and the second 
extension is longer than the first in a direction parallel to the longitudinal axis of the shaft and 
these extensions and mutually define at least one opening offset from the longitudinal axis of the 
shaft (see figure 2 and entire reference). 

Claims 1, 2, 5, 13, 15 - 18, 20, 22, 23, 36, 41, 45, 46 are rejected under 35 U.S.C. 102(b) 
as being anticipated by Larson (USPN 4,020,837). 

Larson a needle comprising a shaft (16) having a distal end defining a distal opening (22) 
and having a longitudinal axis extending through the distal opening, the distal opening having a 
projected area (22+20) that is smaller than a cross-sectional area of a section (16) of the shaft 
proximal to the distal end of the shaft, wherein the distal most end is a curvilinear blunt (30) 
distal tip (see figure 4, 5 and entire reference) and wherein the distal end has a concavity (18) on 
the first surface. 

Claim 36 is rejected under 35 U.S.C. 102(b) as being anticipated by Ferguson (USPN 
2,560,162). 

Ferguson a needle comprising a shaft (5) having a distal end defining a distal opening 
(13) and having a longitudinal axis extending through the distal opening, the distal opening 
having a projected area (13) that is smaller than a cross-sectional area of a section (5) of the shaft 
proximal to the distal end of the shaft, wherein the distal most end is a curvilinear distal tip (see 
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figure 1-5 and entire reference) and wherein the distal end has a concavity (15) on the first 
surface. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 

Claim 1 is rejected under 35 U.S.C. 103(a) as being unpatentable over Ayres 
(USPN 3, 906, 932) in Jansen et al. (USPN 6,626,864). 

Ayres discloses the claimed invention except for the distal tip being blunt. 

Jansen et al. discloses the level of skill in the medical art and the variation of the 
term needle (Column 1, lines 15-32). 

At the time of the invention it would have been obvious for one of ordinary skill in 
the art to combine the device of Ayres with the teachings of Jansen et al. because 
Jansen et al. shows the level of skill in the medical/needle art, and the various types of 
needles that are used in medical devices. Thus providing the evidence that it would be 



Application/Control Number: 10/808,357 Page 5 

Art Unit: 3763 

obvious to try to modify the sharp needle of Ayres to a blunt needle since this 
modification would only take routine skill in the art. 

Claims 3, 5, 39, 42 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Ayres with Jansen et al. and further in view of Alchas (USPN 4,537,593). 

Ayres and Jansen et al. discloses the device as described above but fails to explicitly 
disclose a port or that the distal end of the needle is tapered. 

Alchas ('593) describes that the distal end of the shaft 26 comprises at least one port (36) 
on it's side, the distal end terminates in a curvilinear distal tip (31) and the distal end of the shaft 
(26) is tapered, and the needle (20) being on the distal end of a syringe (117) see figures 1, 2 and 
14. 

It would have been obvious to one having ordinary skill in the art at the time of invention 
by the applicant to modify the device of Ayres with Jansen et al. by incorporating the port and 
tapered shaft of the type taught by Alchas, in order to vent air and allow access to narrow target 
areas. 

Claims 44 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Larson and further in view of Alchas (USPN 4,537,593). 

Larson discloses the device as described above but fails to explicitly disclose a port or 
that the distal end of the needle is tapered. 

Alchas ('593) describes that the distal end of the shaft 26 comprises at least one port (36) 
on it's side, the distal end terminates in a curvilinear distal tip (31) and the distal end of the shaft 
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(26) is tapered, and the needle (20) being on the distal end of a syringe (117) see figures 1, 2 and 
14. 

It would have been obvious to one having ordinary skill in the art at the time of invention 
by the applicant to modify the device of Larson by incorporating the port and tapered shaft of the 
type taught by Alchas, in order to vent air and allow access to narrow target areas. 

Response to Arguments 

Applicant's arguments filed on 4/16/08 have been fully considered and are persuasive 
with regards Dye (USPN 3,788,320) and Magasi. 

The examiner has withdrawn the previous 1 12 Rejection due to the amendment made to 
the claims. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MATTHEW F. DESANTO whose telephone number is 
(571)272-4957. The examiner can normally be reached on Monday-Friday 9:30-6:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Nick LUCCHESI can be reached on (571) 272-4977. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Matthew DeSanto 

/Matthew F DeSanto/ 

Primary Examiner, Art Unit 3763 



